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1. This international prelinunary report on patentability (Chapter I) is issued by the Internationa] Bureau on behalf of the 
International Searching Authority under Rule 44 6/5. 1(a). 

2. This REPORT consists of a total of 8 sheets, including this cover sheet. 

In the attached sheets, any reference to the written opinion of the International Searching Authority should be read as a reference 
to the international preliminary report on patentability (Chapter V) instead. 



3. This report contains indications relating to the following items: 
Box No. I Basis of the report 

^ Box No. n Priority 
Box No. m 



□ 



□ 

□ 



Non-establishment of opinion with regard to novelty, inventive step and industrial 

applicability 

Box No. rv Lack of unity of invention 

Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 

applicability; citations and explanations supporting such statement 

Box No. VI Certain documents cited 

Box No. Vn Certain defects in the international application 

Box No. Vm Certain observations on the international application 



4. The International Bureau will communicate this report to designated Offices in accordance with Rules 446/^ .3(c) and 93bis.\ but 
not, except where the applicant makes an express request under Article 23(2), before the expiration of 30 months from the priority 

dale (Rule 44bis .2). 
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Applicant's or agent's file reference 

see form PCTylSA/220 



International application No. 
PCT/US2004/000020 



Date of mailing 

(dayAnonth^ear) see fonn PCT/ISA/21 0 (second sheet) 



FOR FURTHER ACnON 

See paragraph 2 below 



International filing date (dayAnonthyear) 
21.01.2004 



Priority date (dayAnonthyear) 
25.02.2003 



International Patent Classification (IPC) or both national classification and IPC 
A61K31M53, A61P5/32. C07D295/D8 



Applicant 

ELI LILLY AND COMPANY 



1 . This opinion contains indications relating to the following items: 

S Box No. I Basis of the opinfon 
S Box No. II Priority 

S Box No. ill Non-establishment of opinion with regard to novelty, inventive step and Industrial applicability 

□ Box No. IV Lack of unity of invention 

M Box No. V Reasoned statement under Rule 436/s.1 (a)(1) with regard to novelty, inventive step or industrial 

applicability; citations and explanations supporting such statement 
13 Box No. VI Certain documents cited 

□ Box No. VII Certain defects In the international application 

□ Box No, VIII Certain observations on the international application 

2. FURTHER ACTION 

If a demand for international preliminary examination Is made, this opinion will usually be considered to be a 
wrftten opmion of the International Preliminary Examining Authority (" IPEA"). However, this does not apply where 
the applicant chooses an Authority other than this one to be the IPEA and the chosen IPEA has notifed the 
International Bureau under Rule 66.1i7/s(b) that written opintons of this International Searching Authority 
will not be so considered. ^ 

If tjiis opinion is as provided above, considered to be a written opinion of the IPEA, the applicant Is Invited to 
t3l!c f en reply t^ether where appropriate, with amendments, before the expiration of three 

wSeveTexp^^^^ PCT/iSA^O or before the expiration of 22 months from the priority date. 

For further options, see Form PCT/ISAy220. 

3. For further details, see notes to Form PCT/1SA/B20. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No 
PCTAJS2004/000020 



Box No. I Basis of the opinion 



1 Wfth regard to the language, this opinion has been established on the basis of the international aoDlication in 
the language in which it was field, unless otherwise indicated under this item """^^^"^ application m 

° has been established on the basis of a translation from the original language into the followina- 

(unSS Rules SfalVSl.fr' °' ' *® °' internffioS search ^ 

2. With regard to any nucleotide andtor amino acid sequence disclosed in the international aDDlleation and 
necessaor to the claimed invention, this opinion has b^n established on the basfs of : ^"^ 

a. type of material: 

□ a sequence listing 

□ table(s) related to the sequence listing 

b. format of material: 

□ in written format 

□ in computer readable form 

c. time of filingyfumishing: 

□ contained in the international application as filed. 

□ filed together with the intemational application in computer readable form. 

□ furnished subsequently to this Authority for the purposes of search. 

^' ° ha«?c!S"«iiH*!lf T''® °' «»Py °^ a sequence listing andAir table relating thereto 

^^S!S,ZlT^^f^'}^^ '^T^? statements that the information in the subsequent or adSnal 
^Sroplfale were SrnisiSi ^ °' ^° ^^"""^ application as filed, as 

4. Additional comments: 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCTAJS2004A)00020 



Box No. II Priority 



1. El The following document has not been furnished: 

H copy of the earlier application whose priority has been claimed (Rule 43Ws.1 and 66.7(a)). 

□ translation of the earlier application whose priority has been claimed (Rule 43bisA and 66.7(b)). ^ 

xr^^^f^^J?'® *° validity of the priority claim. This opinion has 

nevertheless been established on the assumption that the relevant date is the claimed prtority date. > 

^' ° ISfhTin ^M^- ^^^vJ^^^^'^^tt^l "° P'^^^ claimed due to the fact that the priority claim ^ 

Sn^nft" ^°"J^ "^"^-^ ^ ■•)• '^^"^ *® purposes Of this opinion, the intemSfonal F 

filing date indicated above is considered to be the relevant date. un, imemduonai ^ 

3. Additional observations, if necessary: ®2 

m 

o 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCTAJS2004A)00020 



applicability °* opinion wHh regard to novelty, inventive step and industrial 

The questions whether the claimed invention appears to be novel, to involve an inventive steo (to be non 
obvious), or to be industrially applicable have not been examined in respect of: 

□ the entire international application, 
IS claims Nos. 3,4 

because: ^ 

El the said international application, or the said claims Nos. 3,4 relate to the following subject matter which ^ 
does not require an international preliminary examination Cspecf/y;: .iwuw wmwi ^ 

see separate sheet ^ 

□ the description, claims or drawings ^fnd/catepart/cu/aretemenfsije/oiv; or said are so ^ 
unclear that no meaningful opinion could be fornied (specify): W 

^ a)tld be foimid ''^ ^'^'"^ ^ '"Adequately supported by the description that no meaningful opinion ^ 

ecu e orme . ^ 

□ no international search report has been established for the whole application or for said claims Nos. O 

□ the nucleotide ancLbr amino acid sequence listing does not comply with the standard provided for in Annex 
C of the Administrative Instructions in that: 

the written fomi □ has not been furnished 

□ does not comply with the standard 
the computer readable form □ has not been furnished 

□ does not comply with the standard 

□ the tables reiated to the nucleotide andybr amino acid sequence listing, if in computer readable form only do 
not comply with the technical requirements provided for in Annex C-bis of the Administrative Instructions! 

□ See separate sheet for further details 



-< 



Form PCT/1PEA/237 (January 2004) 



0 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application No. 
PCTyUS2004A)00020 




or 



1 



Statement 



Industrial applicability (lA) 



Inventive step (IS) 



Novelty (N) 



Yes: 
No: 



Yes: 
No: 



Yes: 
No: 



Claims 
Claims 



Claims 
Claims 



Claims 
Claims 



1,2,5 



1-5 




2. 



Citations and explanations 




see separate sheet 



Box No. VI Certain documents cited 

1. Certain published documents (Rules 43bisA and 70.10) 
and /or 

2. Non-written disclosures (Rules 43d/s.1 and 70.9) 
seefonn 210 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING 
AUTHORITY (SEPARATE SHEET) 



international application No. 
PCT/US04/00020 



III. Non-establishment of opinion 

Claims 3,4 relate to subject-matter considered by this Authority to be covered by 
the provisions of Rule 67.1 (iv) PCI. Consequently, no opinion will be formulated 
with respect to the Industrial applicability of the subject-matter of these claims 
(Article 34(4)(a)(i) PCT). 

V. Reasoned statement 

Reference is made to the following document: 
D1 : EP-A-0 729 951 

Novelty 

The compound of claim 1 differs from the subject matter of D1 because of the 
SO2CH3 substltuent - In D1 this position may be substituted by an OS02(C2- 
C6)alkyl group. 

Claims 1-5 fulfil the requirements of Article 33(2) PCT. 
Inventive step 

The compounds of D1 are described as being useful In the treatment of uterine 
fibrosis/endometriosis. The technical problem appears to be the provision of 
further agents with this activity. In the absence of a document showing that in 
similar compounds with the same activity an OSOaalkyI and an SOaalkyI group 
may be considered bloequlvalent, there appears to be no Incentive to modify the 
teaching of D1 by replacing the D1 OSOgalkyI group by the present SOaalkyI 
group. Thus claims 1-5 may be considered to be inventive. 
Claims 1-5 fulfil the requirements of Article 33(3) PCT. 

Industrial applicability 

Claims 1 , 2 and 5 fulfil the requirements of Article 33(4) PCT. 
No unified criteria exist in the PCT Contracting States for assessing whether 
present claims 3 and 4 are industrially applicable. The patentability can be 
dependent upon the formulation of the claims. For example, the EPO does not 
consider claims to the use of a compound In medical treatment to be industrially 
applicable, but allows claims to a known compound for first use in medical 
treatment and the use of such a compound for the manufacture of a medicament 
for a new medical treatment. 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING 
AUTHORITY (SEPARATE SHEETS 



International application No. 
PCT/US04/00Q2O 



VI. Certain documents cited 

WO2004/009086, published on 29.1 .04, with priority dates 22.7.02 and 25.2.03, 
discloses the hydrochloride salt of present claim 1 in example 4. If the first priority 
date of this document is validly claimed for this example, it would be relevant prior ^ 
art for the assessment of novelty in the regional phase of examination. 
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